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JOIroBOP e
3A TOCTABKA HA JIEKAPCTBEHU MPOAYKTH

Huec, 03097&?’ ..... 2021r., B rp. Benuko ThpHOBO, MEXKY:

MOBAJl JI-p Credan lIe:pKegan AJl, ¢ anpec: rp. Bemuko TwpHoBo, yn. Hum Ne 1, EMK
104510514, npencraBnsBano oT a-p Crepan DuneB @DuieB, HAPHYAHO TO-J0JY 3@ KPaTKOCT
»wIEYEBHO 3ABEJEHHUE — Bb3JIOKHUTEJI” ot enna cTpaHa

H

»MEJTO®APMA” EOOJ, EVK 121578346, cue cenanuimie u aapec Ha ynpaeienue: rp. Codus, 1.k,
1784, p-u Mnagocr, x.k. ,Muanocr 17, 61. 386 oduc crpana , npencrasnspano Axuieac Ilanrapuc -
ynpasuTeln, 4pe3 ['eopru KaTHHOB —yImBJIHOMOINEH TPEICTABHTEN, HAPHUAHO IO-J0NIy 38 KPaTKOCT
»HU3ITBJIHHUTEJ” ot npyra crpana

Ha ocHOBaHHMe Wi. 112 or 3akoHa 3a obOmectBeHute nopbuku (30I1), BBB Bpb3Ka C INPOBeleH
BBTpEIIEH KOHKYPEHTEeH H30op/monbiHeHa odepra no PamkoBo cropasymenue Ne PI — 11- 163 /
29.03.2021r. ce ckJIOYM HACTOSIIHS JOTOBOP 3a CJIEHOTO:

L. IIPEIMET U CPOK HA J1OI'OBOPA

Ya. 1 (1) JEHEBHO 3ABEJAEHHE - Bb3JIOXKUTEJ Bb3nara, a USIMIBJHUTEJST ce
3aJIbJIXKaBa Ja H3BBPIIM JOCTaBKa Ha CJIeJIHUTE JICKAPCTBEHH MPOIYKTH:
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O6o0cobena mozumus Ne 1
AHaToMoO- MeskyHapoaHo Hauun Ha | Msapka Konuuectpo
TepaneBTHYEH KO/ | HENATEHTHO NpHJIOKEeHHEe /mg,
/ATC-kon/ aaamenoBanue /[INN/ tabl.,, ml

u ap./
A03BBO01 Butylscopolamine napeHTepaisa mg 600000
AO03FAO1 Metoclopramide IapeHTepanHa mg 200000

(2) JloroBop®T BIM3a B CHJIa OT Jararta Ha IOANHUCBAHETO MY OT JBETE€ CTPAaHH M € ChC CPOK JIO
31022021 &

IL. IEHU U OBIIA CTOMHOCT HA JIOCTABKHUTE 11O 1O OBOPA

Y. 2. (1) Llenata Ha ctokure mo ui.l e coriacHo IeHoBo npemioxkenue Ha U3ITBJIHUTEJIS,
Hepas3JenHa JacT OT OTOBOpa.

(2) Llenara BKIIOYBa CTOMHOCTTA HA CTOKAT4, ONAKOBKA, 3acTpaxoBka U Tpancnopt 1o JIEHEBHOTO
3ABEJIEHHUE — BB3JIOKHUTEJI npu MUHMMAaNeH CpoK Ha TOAHOCT He Ho-KpaTbk or 40 % ot
00sIBEHMS OT [IPOM3BOAUTENS 3a JIGKAPCTBEHUTE MTPOAYKTH UITH He MO-Kpatbk oT 20 % ot 00siBeHHst OT
IIPOM3BOJUTENS 32 OHONPOAYKTHTE MM OMONOJOOHUTE MPOJYKTH. MHHHMAHUAT CPOK Ha FOIHOCT CE
OnpeseNs KbM JaTaTa Ha BCSKa JOCTABKA HA JIEKAPCTBEH MPOIYKT.

(3) Ofmara croifHOCT Ha JOCTaBKHUTEe MO Horoeopa ¢ Ao 31867,20mB (TpuaeceT M ejHa XHIsa
OCEMCTOTHH IIECTIECET M CeleM JieBa M JBajieceT CTOTHHKHM) Jyiea Oe3 Bkmouen JIJIC u 1o
38240,64nB(TpUaeceT U OCeM XMJIAIM JIBECTA M YETHPEAECET JIeBa M IECAECEeT W YETHPH CTOTHHKH)
nesa ¢ BkmodeH JJIC.

(4) Ilenara no jorosopa e pUKCHpaHa, He MOJIEKH Ha ITPOMSHA 3a CPOKa Ha JEHCTBHE Ha JOTOBOPA,
ocBeH B ciiyyauTe Ha 116 ot 30I1.



(5) B ciyuaii, ye npe3 BpeMeTo Ha JeHCTBHE HAa ChOTBETHHS JOTOBOP CTOHHOCTTA, KOATO CJe/Ba a ce
3amnaia ¢ myOJIuYHE Cpe/CTBa Ha JIeKapCTBEeHH NpoAyKTH OT [103uTHBHUS NeKapCcTBEH CIIUCHK CTaHEe
Mo-HHCKA OT JOroBopeHara, JieueOHOTO 3aBeieHHE — BB3JOXNKHUTENT Oe3ycloOBHO 3aruiaina
JIEKAPCTBEHUTE MTPOAYKTH HA M0-HUCKATA CTOHHOCT, CYUTAHO OT:

- Jlatata Ha BJHM3aHe B CHJAa Ha pelleHHero Ha HanuoHaiHHS ChBET MO IEHH H
peumOypcupane Ha JiekapcteenuTe npoayktu ( HCLIPJIIT);

- JlaTaTa Ha aKkTyanu3anuara Ha [[03uTHBHHUA JIeKapCTBEH CIHCHK MO pena Ha Wi 57, an. 1 ot
Hapenbata 3a ycioBusiTa, NpaBWjaTa M pejla 3a PEryJupaHe M pPerucTpupaHe Ha LIEHWTE Ha
nexapctBeHuTe npoaykta (HYIIPPPIUIIT) 3a nekapcTBeHMTEe HMpOAYKTH C HaMajaeHa CTOMHOCT 3a
OIIaKOBKa, M3YHCIIeHa Ha 6a3a pedepeHTHA CTOHHOCT.

B ciyudauTe mno mnpeaxoJHOTO H3pedYeHHe, CTOMHOCTTa ce Oompeleiis KbM MOMEHTa Ha
JlocTaBKaTa (IOAIIMCBaHe Ha IPUEMO-TIPEIaBaTeIeH IPOTOKOII).

ITI. YCJIOBHSA U HAYHH HA IIVIALIAHE

Y. 3 (1) IlnamaneTo 1mo HACTOSIIHS JOTOBOP CE€ OCBIIECTBABA uUpe3 OAaHKOB IMPEBOJI OT CTpaHa Ha
JEYEBHO 3ABEJIEHUE — BB3JIOXKHUTEJI no nmocouenara B wi. 15, an. 3 OaHkoBa cMeTKa Ha
WN3ITbJIHUTEJIS.
(2) 3annamaseTo Ha CTOKHTE 10 JIOTOBOpA C€ W3BBPIIBA OTJIOKEHO B Cpok 10 60 /mectaecerus/ neH,
cllef IpeICTaBsIHE Ha CIeIHUTE JOKYMEHTH!

1. JocraBna ¢akTypa, chcTaBeHa chriaacHo u3nuckBanusta Ha 3J1C u [TII3J1C;

2. llpuemarenHo-npenaBaTeIHH IPOTOKOIIH;
(3) B cnyuaii, ye nocoyeHuTe B 4. 3, ajl. 2 JOKYMEHTH ca HEpeJOBHU MJIM HE ca KOMIUIEKTOBAaHH,
cbuute ce Bpbhinar Ha U3ITBJIHUTEJIS ¢ npuemarenHo — npejaBaTesieH IIPOTOKOJI 3a U3IIpaBsiHe
Ha HepenHocTHTe. CPOKBT MO 4.3, aji. 2. 3a1mo4sa /ia Teue OT JaraTa Ha NPEJICTABIHETO Ha NOCIEqHUS
H3HCKYEM C€ JOKYMEHT.
(4) Ilpu daxrypupane Ha 3asgBEeHHUTE KOJIMUYECTBA JIEKAPCTBEHH MPOIYKTH, IO BCSAKA OTAENHA 3asdBKa,
LleHaTa Ha OIIAKOBKA HE cJie/Ba Ja HaJBHINaBa ONpeseicHaTa B [103MTHBHHSA JICKaApCTBEH CIHCHK-
[Tpunoxxenue Ne 2, pedepeHTHA CTOHHOCT Ha ONAaKOBKA 3a CHOTBETHHS JIEKapCTBEH HpOAYKT. B
ciydail Ha W34YHCNIABaHE Ha CTOHHOCT IO-BHCOKa OT pedepeHTHaTa CTOHHOCT Ha ONAKOBKa 3a
ChOTBETHHS JIEKAPCTBEH MPOJYKT, CTOMHOCTTA ce HaMalsBa M 3aIulalla 10 CTOHHOCTTa Ha ONaKoBKa
onpenenexa B [1o3uTHBHUS JlekapcTBeH cuchK- [Ipunoxenue Ne 2.

IV. CPOK HA JOCTABSHE

Yn 4 (1) JEYEBHOTO 3ABEJEHHUE — Bb3JIOXKHUTEJI 3as1B5iBa HEOOXOAMMHTE MY KOJIMYECTBA
¢ mucMmeHa 3aseka g0 HM3ITBJIHHUTEJISA. 3asekata ce BpbYBa JIMYHO Cpelly IOANKHC Ha
M3IBJHUTEJIS wiu yIreIHOMOIIEHO OT HEro JIMIEe MM ce M3Ipalla ¢ MpPernopbyaHo MHCMO ¢
obpaTHa pa3nucka, o ($akc UK 10 eNeKTPOHEH ITBT.

(2) Besixa otmenna gocraBka, cieBa ga ObAe OCTaBeHa B CPOK 10 7 KaJ€HIAPHH [HU CJeN
noxy4apane Ha 3asBkara or JIEUEBHOTO 3ABEJIEHUE - Bb3JIOXKHUTEJI u 3a xonuuecTBara u
OMakoBKHATE (CHOOPa3HO KOHKPETHUTE JIEKApPCTBEHH TIPOAYKTH, T[IOCOUYEHH B TEXHHYECKOTO
NpeaIoKeHHe Ha HM3IBJIHWTENS), TOYHO ONpEJeNIeHH B 3asBKara. B ciywaii, 4e ce mpaBH I'bpBa
IOCTaBKa OT AaJieHa MapTHAa Ha JIeKapcTBEH IMPOIYKT, ce npencrass CepTudukar 3a ocBoOOkKIaBaHe
Ha maprujaara, u3naneH ot keanupuimpano mune no 3JIIIXM Ha enexTpoHeH HOCHTEN HIH IO
eIIEKTPOHEH IThT HAa €JIEKTPOHHATA IO0Ila, II0coYeHa KaTo ajpec 3a KOPECHOHICHLHMs, MPHIPYXKEH C
npeBoJ, Ha OBJArapcku €3uK oT (pupMa, CKIIOYHIA JOT0BOP ¢ MHUHHMCTEPCTBO Ha BBHIIHUTE PaboTH 3a
U3BLpIIBaHe Ha opHIuamuy npesogu. M30poeHnTe NOKYMEHTH ce NPEACTaBAT B CHOTBETHOTO 3BEHO,
ONpeeeHo OT JIe4eOHOTO 3aBeleHHe — Bh3joxuTel. [Ipu cieaBamu A0CTaBKH HA JICKapCTBEHH
IPOAYKTH OT CchIaTa MapTuaa, cepTU(GUKATLT HE Ce IPEICTaBs.

(3) B cunyuait na wnHeoOxomumocT ot crnemua goctaBka, JIEUEBHOTO 3ABEJAEHUE -
BB3JIOKHUTEJI nocoura M3pHYHO B 3asgBKara, 4e € HeoOXoAMMO Ja ObJe H3BbpIICHA CIellHa



nocraBka. B To3m ciyyail, nocraBkata cienBa na ObJe M3BBpIICHA A0 6 Yaca OT IMMOJiyyaBaHe Ha
3asgBKaTa M 3a KOJHMYECTBaTa M ONAKOBKUTE (chOOpa3HO KOHKPETHHTE JIeKApCTBEHH MPOIYKTH,
IIOCOYEHH B TEXHHYECKOTO NPEJUIOKEHHE Ha M3ITBJIHUTENA ), TOYHO ONpeeIeHH B 3asSBKATA.

(4) UBITBJIHUTEJIAT ce 3apmxasa, B cpok 1o 1 paboTeH [eH, B ClIydauTe Mo al. 2 U B ¢pok J0 1
yac, B ClIy4auTe Ha ajl. 3, cje] I0JIy4aBaHEeTO Ha BCsSKa 3asBKa Jia YBEJOMH ITHCMEHO HJIH 10 (akc
JJEYEBHOTO 3ABEJAEHHUE - Bb3JIOXKUTEJI B cnyyaii ye He MOJKe Jia H3BBPIIH JT0CTABKA HJIH
B CIIy4aH, 4e He MOXKeE Ja CIa3d CpPOKbT 3a M3BBpPIIBaHE Ha JIOCTaBKaTa, MPEIMET Ha KOHKpETHATa
3as1BKa.

(5) KeMm pmatara Ha BesiKa J0OCTaBKa, OCTAThYHMSAT CPOK HA TOJHOCT HA JIEKAPCTBEHHTE IPOAYKTH,
crnenBa fa Obje He Ho—Maibk oT 40 % /deTHpuaeceT Ha ¢TO/ OT OOABEHHS OT IPOU3BOTUTEII.

(6) KbM naraTta Ha Besika JOCTaBKa OCTaTBYHHAT CPOK HA TOTHOCT Ha OHONPOAYKT WM OHOMOI00EH
NPOJYKT, ciesa fa 0bae He mo—Manbk oT 20 % /nBajgecer Ha ¢T0/ 0T O0SBEHHS OT TPOH3BOJUTEIS.
(7) 3a xommdecTBa IOcTaBeHH M3BBH 3asBkata 1o wi. 4, an.l, JEYEBHOTO 3ABEJEHHE -
BbB3JIOKHTEJI uaMa 3agsikeHHe 3a IUaaHe.

(8) B ciyuaure no ui. 10, ay. 7 ot goroBopa, CpoKbT MO al. 2 W 3 3amoypa Jia Teue OT JaTara Ha
nucMernoto cbriacue Ha JEUEBHOTO 3ABEJIEHHUE — Bb3JIOKHUTEJL

V. MACTO HA TOCTABSAHE

Y. 5. (1) 3a MACTO Ha IOCTaBsHE HA CTOKHTE 110 TO3H JOrOBOP ce onpenens cienuus aapec: MOBAJI
»A-p Credan Yepkezos* AJl, rp. Benmuko TepHOBO, yi. Humr Ne 1, bonuuuna antexa.

(2) PuckpT 0T ciy4aliHOTO MOTHBAHE WM IOBpexaHe Ha cTokuTe pemuHara Bepxy JIEUEBHOTO
SABEJIEHHUE — BB3JIOKUTEJI or MOMeHTa Ha NPHUEMAHETO WM Ha MSCTOTO HA JOCTABSHE C
IIpHEMAaTEIHO-IIPEaBaTeNIEH IPOTOKOIL.

VI. IATA HA TOCTABSHE HA CTOKHUTE

Y. 6. 3a nara Ha JOCTaBSHE CE€ CUMTA JaTara, Ha KOATO CTOKHTE ca JOCTABEHHM JIO aJ[peca IMOCOYEH B
. 5, an. 1, mpu ycnoBusTa Ha 4. 9, an. 2.

VII.3AABJLKEHUS HA U3ITBJIHUTEJIS

Ya. 7. ABITBJIHUTEJIAT ce 3aabixkasa:

1. Jla nocraBu crokuTe B J0roBopeHHs cpok u jaa ru npenaae Ha JJEUEBHOTO 3ABE/IEHUE -
Bb3JIOKUTEJL

2. Jla npepajae CTOKHTE, NMAKETHPaHH W MapKUpaHH B CHOTBETHHS BHJ, KOJHYECTBO M KAa4yeCTBO Ha
MACTOTO Ha JOCTaBAHE.

3. IIpu noanucBaHeTo Ha AOTOBOpA Ja MPEICTABH:

a) moxyMmenTtu mo 4i. 112, am. 1 ot 30I1.

0) rapaHIus 3a U3NBIHEHHUE, B eaHa OT GopmMure, onpeaenenu B wi. 111, an. 5 ot 3011, cbe cpok Ha
BaIMHOCT 60 JHHM cie]l U3THYaHe CpOKa Ha JIOTOBOPa, KOSITO ce 0cB0oOOkKAaBa B CpokK 1o 60 aHu clej
U3ITBJIHEHHE Ha JIOr0BOpa. B ciyuaii, ye BanuIHOCTTa Ha TapaHIUATa H3THYA TPe/Id J0roBopa Jia Objie
m3nbiaHed, U3ITBJIHUTEJIAT ce 3ambpmkaBa J1a YABDKM CPOKA Ha BAJIMJHOCT HA rapaHIMaTa C
TOJIKOBA JIHH, TaKa Y€ rapaHiysATa Jia IOKPHBA OYaKBaHMs CPOK 3a M3IIBIHEHHE Ha IOroBopa mmoc 60
aud. Fapannusara e B pasmep Ha 3% oT cToiiHocTTa Ha KoroBopa 6e3 JIJIC u Bb3/mm3a na 956,02
JIeBa.

(4) Ja nocraBs nexkapcTBEHH NPOAYKTH, KOUTO OTrOBapsAT Ha H3MCKBAaHUATA HaA 3akoHa 3a
JIEKapCTBEHHTE MPOAYKTH B XyMaHHaTa Meaununa (3JIIIXM) — na nputexaBar BaTMIHO pa3peleHHe
3a ynoTpeda B cTpaHaTa, u3fazeHo mo pena Ha 3JIITXM wnu Pernament (EO) Ne 726/ 2004 r. na
Esponeiickus napiament u CoBera /4. 23, an.1 na 3JITIXM/.



(5) Mla nocraps JieKapCTBEHHW INMPOAYKTH, KOUTO ca BiiodeHH B [Ipunoxenue No 2 Ha [losuTuBHMSA
JIEKapCTBEH CIUCHK.

(6) B ciyuaii, 4e ce mpaBH I'bpBa JOCTABKA 10 JaJcHa MapTHAA Ha JIEKapCTBEH IPOAYKT, 1a IIPEACTABA
Ceprudukar 3a ocBoboiiaBaHe Ha mapruaara, u3iafeH ot kpanuduuupano nuue no 3JIIIXM na
eJIEKTPOHEH HOCHTENl HJIM 10 €JIeKTPOHeH IbT Ha eJeKTPOHHATa MOolla, [MOCOYeHa KaTo ajpec 3a
KOPECIIOHAECHIMA, NPHIPYKEH € INPEeBOJ Ha OBArapckH €3uK OT (HUpMa, CKIOYMIA JOrOBOp ¢
MuHHCTEPCTBO HA BRHINHUTE PabOTH 332 U3BBPIIBAHE HA OQHIIMATHH IPEBOJIH.

VIIL. 3AABJIKEHUA HA IEYEBHOTO 3ABEJIEHHE - Bb3JI0KUTEJI

Y. 8. JEUEBHOTO 3ABEJIEHHUE — Bb3JIOKHUTEJI ce 3aabixKana:

1. Jla mpuemMe AOCTABEHHTE B CPOK M HA MACTO CTOKH, ChOTBETCTBAIIH 110 BHJI, KOJHYECTBO U KAYECTBO
HA OMMHCAHOTO B HACTOSIIUS TOTOBOD.

2. Jla 3amiati JOCTaBEHHUTE CTOKH 10 Pelia Ha WI. 3 OT HACTOAIIHS TOTOBOD.

3. Ciiei mpHKJIFOYBAHE M3ITBJIHEHHETO HA JOrOBOpa Ja 0CBOOOAM rapaHuHATa 3a U3NBIHEHHE, Oe3 1a
JUBJDKH JIMXBH 3a CPOKa, pe3 KOHTO Cpe/ICTBATa 3aKOHHO ca MPECTOSIIH Y HETO.

IX. IPUEMAHE U IIPEJABAHE HA CTOKHTE

Y. 9. (1) [IpuemaneTo Ha CTOKUTE C€ H3BBPIIBA HA MACTOTO HA JOCTaBAHE IIOCOYEHO B WL 5, ail. 1.
(2) HM3ITBJIHUTEJIAT wim yObIHOMOINEH OT HET0 TMPEACTABUTEN M IPEICTaBHTEN Ha
JEYUEBHOTO 3ABEIAEHUE - BB3JIOXKUTEJl mnoamucBaT IIpHeMAaTEIHO-TIPEIaBATEICH
MIPOTOKOJI, YZIOCTOBEPSIBAII TTOJTyYaBAHETO HA CTOKHTE.

X. KAYECTBO, T'APAHLIUU U CPOK HA T'OJHOCT

Y. 10. (1) CrokuTe, mpeaMeT Ha HACTOSIIMA JOTOBOP, CIEABa J1a OTrOBapsAT Ha M3MCKBAHMUATA HA YL
7,an1. 4ub.
(2) KM jatara Ha JocTaBKaTa, OCTAaTHYHMAT CPOK HA TOAHOCT Ha JIEKapCTBEHUTE IIPOAYKTH, CIEIBa
na objie He no—MaiisK 0T 40 % /ueTupuieceT Ha ¢cT0/ OT OOSABEHUS OT IIPOU3BOJUTEIS.
(3) B ciyyaii Ha ocTaBKa Ha JeKapeTBEHUs IPOIAYKT € 110 — KPaThK OT JIOTOBOPEHHUs CPOK Ha FOJIHOCT,
IBIDKAMATA HEyCTOMKa 1a Ob/1e IPOMEHEHA, KaKTo clle/iBa:

ot 39,99% 1o 30% - 3 % BBpXY cTOMHOCTTA HA OCTABKATA;

ot 29,99% 1o 20% - 5 % BBPXY CTOMHOCTTA Ha OCTABKATA;

ot 19,99% no 10% - 7 % BbpXy CTOHHOCTTA Ha JOCTaBKaTa;

o 10% - 10 % BBpXy CTOMHOCTTA HA JOCTaBKATA.
(4) OcTaThYHHUAT CPOK HA TOAHOCT Ha OMONpoayKT /Ouonono0eH NMPOILYKT, cieasa aa Objae He Mo—
mMasrsk oT 20 % /nBajieceT Ha ¢T0/ OT OOSIBEHHS OT MPOU3BOUTENS KM JataTa Ha Besika JOCTaBKa.
(5) B cnyuaii Ha mocTaBka Ha GHONIPOYKT/OHONON00EH MPOJYKT € IO — KPAThK OT JIOTOBOPEHHS CPOK
Ha F'OJHOCT, IBDKAMAaTa HeYCTOHKa € KaKTO ClleBa!

oT 19,99% o 10% - 2 % BBpXy cTOifHOCTTa HA IOCTABKATA,

ot 9,99% 5o 5 % - 4 % BEpXy CTOMHOCTTA Ha JOCTABKaTa;

noj1 5% - 6 % BBpPXY CTOHHOCTTA Ha JIOCTABKATA.
(6) JEYUEBHOTO 3ABEJEHUE — BB3JIOKHUTEJI moxe aa oTKaxe NPHEMAHETO HA CTOKHTE,
aKko B JICHS Ha TAXHOTO MPHCTUTAHE HIIKM MPHUEMAaHE OCTAThUHHUS CPOK HA FOJHOCT € M0 — MalbK OT
onpenenenus B ui. 10, ai. 2. u an. 4 MUHUMAaJECH CPOK Ha FOJHOCT.
(7) HoctaBkaTa Ha JIEKapCTBEH MPOJYKT € OCTATBYEH CPOK Ha rojJHOCT no-manek or 10 Ha cro or
00siIBEHHST OT NMPOU3BOJAUTEJIA U HA OMOMPOAYKT/OMOTNION00EH IPOIYKT ¢ OCTAaThUCH CPOK Ha TOJHOCT
NO-MaJbK OT 5 Ha CTO OT OOSBEHHsI OT MPOW3BOJMUTENS CE M3BLPIIBA CAMO C MHUCMEHO ChITIACHE Ha
JEYEBHOTO 3ABEJIEHHE — Bb3JIOKHUTEJI 3a KOHKPETHO KOJIMYECTBO, ONPENIEJIEHO OT HETO.



be3 m3puuno mucmeno cevriacue Ha JIEUEBHOTO 3ABEJIEHUE - BB3JIOXKHUTEJ crokure
HsAMa 1a ObaaT 3aruiananiy.

(8) Mckaneto 3a mucMeHO chriacue, B ciydauTe Ha aj. 7, ciensa na nocteid B JIEUEBHOTO
3ABEJIEHUE — BB3JIOKHTEJI B cpok 10 1 (eaun) paboTeH AeH OT MoyyaBaHe Ha 3asBKarta.

(9) B ciiyuauTe Ha CIieIIHU JOCTaBKH IIOCOYEHHTE B all. 3 U ajl. 5 HEyCTOMKM He ce MpHJiarar.

XI1. OTTOBOPHOCT 3A HETOYHO M3ITbJIHEHHUE. PEKJIAMAIIUHN

Ya. 11. (1) JEYEBHOTO 3ABEJIEHHUE — BB3JIOKHUTEJL moxe na mpensBsBa pexiaMalldH
npen U3ITBJIHUTEJIA 3za:

a) KOJINYECTBO M HEKOMITJIEKTHOCT Ha CTOKUTE UM TEXHUYeCcKaTa JOKyMEeHTAlus (IBHH HEeJI0OCTATHIIH );
0) KayecTBO (CKpPUTH HEJIOCTATBIIN):

- IpX OCTaBSHE HAa CTOKH HE OT JJOTOBOPEHMUSI BU], IIOCOYEH B 4. 1;

- IpU KOHCTaTHpaHe Ha JAeheKTH MpH ynoTpeda Ha CTOKUTE.

(2) Pexnmamanuu 3a sBHHM HezocTarTslu Ha crokuTe ce Ipasar or JIEYHEBHOTO 3ABEJEHUE —
BBb3JIOKHTEJL, B MOMeHTa Ha NPEaBaHETO UM, 34 KOETO C€ ChCTaBs IIPOTOKOJ, MOIMHCAH U OT
JIBETE CTPaHH.

(3) Pexnamanuu 3a CKpUTH HEIOCTATBIM C€ MPaBAT Mpe3 IelHs CPOK Ha TOJHOCT Ha JIOCTABEHHTE
CTOKH, KaTO peryiamalusaTa ce NpUAPYKapa 33 /bJDKHTEJIHO OT KOHCTATHMBEH IPOTOKOJ, H3MANEH OT
W3nbiHuTeHaTa areHIysl 3a JeKapcTBara.

4) JEYEBHOTO 3ABEJIEHHUE - BB3JIOXKHUTEJ e mipxHO Oa YBEAOMH ITHCMEHO
HU3I'BJIHUTEJIA 3a yctanoBenure geekTd B 5 (1eT) IHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B pexnamanuuTe ce MocoyBa HOMEPHT HA JIOTOBOPA, TOYHOTO KOJIHWYECTBO HA IMOJTYYEHHTE CTOKH C
TEXHHUs NAPTHJEH HOMEP, OCHOBAaHMETO 3a pekjaManus W KoHKpeTHoTo HckaHe Ha JIEUEBHOTO
3ABEJIEHHE — Bb3JIOKHTEJL

(6) B 5 (mer) mueBeH cpok oT monyuaBane Ha pekiamaruata, U3IIBJIHUTEJIST creasa na
orropopu Ha JIEUEBHOTO 3ABEJAEHUE - BB3JIOKHUTEJl nucMeHo W KOHKPETHO JIaJIH
[IpHUeMa peKnaManusaTa Wik s OTXBBPIIS.

(7) Ilpn pexnamanus 3a sBHU HenocTaTey UBITBJIHUTEJIAT e juisxked B cpok ot 2 paboTHH JHH
OT ToNlydyaBaHe Ha peKjaMalldaTa 3a CBOSI CMETKa M PHCK Jia JIOCTaBH Ha MSICTOTO Ha JIOCTaBSHE
KOJIMYECTBOTO JIMIICBAIIM B JIOCTABKATa / HEKOMIUIEKTHH JIOTOBOPEHH CTOKH.

(8) Ilpum pexknamauus 3a ckpuTu HepoctarblM, B ciydail e W3IIBJIHUTEJIAT e mnpuen
pexyiamManusTa, CHIIUAT € AnbxkeH B 10 (meceT) AHEBEH CPOK OT TOJIyYaBaHETO M Jla 3aMeHH
JIOCTABEHUTE HEJIOTOBOPEHHU MO BHA / NeEeKTHH CTOKH 3a CBOS CMETKa M PHCK MJIM IO IpeleHKa Ha
JEYEBHOTO 3ABEJAEHUE - BB3JIOKUTEJI na BbpHE chOTBETHATa 4acT OT 3aIulaTeHaTa
IIEHA, BEJIHO C ABJKHMHUTE JINXBH.

(9) U300pBT HA TOCOYEHHUTE MO-TOPE BH3MOXKHOCTH Ja C€ BhPHE CHLOTBETHATA YACT OT IUIATEHOTO HIIH
Ja ce nocrasaT HoBU cTokd npuHaiexu Ha IEYUEBHOTO 3ABEJAEHUE — BB3JIOKHWUTEJI u ce
yInpakHsBa oT Hero moj ¢opmata Ha nucMero ysegomienue 10 U3ITbJIHUTEJISA, xato pasxomute
Y PUCKOBETe 110 HOBOTO JocTaBsiHe ca 3a cMeTka Ha U3ITBJIHUTEJISA.

(10) Crokure, npeamer Ha pekiamanus ce cbxpadspar ot JIEUEBHOTO 3ABEJIEHHE -

BB3JIOXKHUTEJI no ypexxiaHe Ha peKIIaMallHHTE.

XII. OTTOBOPHOCT ITPH HEM3ITBJIHEHUE

Yn. 12. (1) 3a HeusnbIHEHNHE HA 3aALDKEHUATA CH 110 HACTOSIINS JOTOBOP ¢ M3KITIOUEHHE HA T€3H 110
yn. 10, an. 2 n an. 4, H3IIBJIHUTEJIAT nwixu Heycrolika B pazmep Ha 0.5 % Ha neH BBpXy
CTOMHOCTTA HAa KOHKpEeTHaTa 3asiBKka, HO He nosede oT 10 % (JeceT mpolieHTa) OT CTOHHOCTTA Ha
KOHKpeTHaTa 3asiBKa, KakTo M 00e3lleTeHHe 3a IMPEThPIEeHUTE JIEHCTBUTEITHH BPEIM B CIIYYaHTE,
KOraTo T€ HaJXBBPJAT AOrOBOpeHaTa HeycToHka. B ciydaute nmo un. 4, an. 3, mocoueHaTa B
IpeX0JHOTO U3pedueHue Heycroiika B pazmep Ha 0.5 % ce HaumcnsBa 3a BCEKH Yac Ipocpoyue, HO He



noseue ot 10 % (JeceT npoleHTa) OT CTOHHOCTTAa HA KOHKPETHATA 3asBKa, KaKTO W 00e3INeTeHne 3a
IPETHPIEHUTE IEHCTBUTENHHI BPEIH B CIy4auTe, KOraTo Te HaAXBBLPIAT JOTOBOpPEHATa HEYCTOMKA.

(2) Koraro mpu nanuuwe Ha peknamanuu, USITBJIHUTEJIAT He M3NbIHU 3a1bKEHHUATA CH 110
pasgen XI ot nactosmus jgoroBop B cpok, chiuAT Abkd Ha JJEUEBHOTO 3ABEJIEHHME-
BB3JIOKHUTEJI neycrolika B pasmep Ha 2 % oOT 1eHata Ha CTOKHTE, 332 KOMTO Ca HAlpaBeHH
pexIaMaluuTe.

(3) JJEYEBHOTO 3ABEJAEHHUE - BB3JIOKHUTEJ ynoeneTBopsiBa MPETCHIHHTE CH OTHOCHO
HEU3IIBJIHEHHETO Ha JIOrOBOpa, KAaKTO M 3a 3alUlalllaHeé Ha HEYCTOMKHTE OT CTpaHa Ha
M3ITBbJIHUTEJIA kato 3anbpska rapaHiiusaTa 3a U3IbJIHEHHE 10 WI. 7, al. 3, 6ykBa “6” oT morosopa,
KaTo NpearnpHeMa ACHCTBHA 3a HEMHOTO ycBosgBaHe. B cmywaii, 4ye cTolHOCTTa Ha rapaHuusTa 3a
u3NbiHeHHe He INokpuBa BcHUkM AbkUMH oT HU3IIBJIHUTEJIA neycroiiku, JJEYEBHOTO
SABEJAEHHUE - BbB3JIOKUTEJI npuxpama ABDKHMHTE CYMH OT HACPELHH IUIAIIAHHS KBM
N3ITBJIHHUTEJIA.

(4) IIpu tpu npTH BUHOBHA 3a0aBa Ha U3IIBJIHUTEJIS, npoasmkuia ¢ moBede OT MOJOBHHATA OT
CpOKa 3a M3NBJIHEHHE Ha CHOTBETHOTO 3aIb/DKeHHE, B paMmkute Ha Tpu Mecena JIEUEBHOTO
3ABEJEHHUE - Bb3JOXHUTEJI uma npaBo Ja mpekpard JOroBopa €IHOCTPaHHO C 15-JHEBHO
MIpe/Iu3BEeCTHE.

(5) JEYEBHOTO 3ABEJAEHHUE — Bb3JIOKUTEJI uma nparo ja npekpat# eTHOCTpaHHO U 63
IpeIU3BeCTHE HACTOAMIMS IOTOBOP B CIy4ai Ha CHCTEMHO HETOYHO M3MBbIIHEHHE Ha 33/IbJIKCHHSTA OT
U3INNBJHHUTEJIA u npepsiBeHd nNoBeye OT TPH peKiaMallid B pPaMKHTE Ha TPH Mecela oT
JIJEYEBHOTO 3ABEJIEHHME - Bb3JIOKHUTEJI no pena na riara XI.

(6) B cnyuaii, ye no ornomenue Ha U3ITBJIHUTEJIA nactemar obcrostencTraTa mo wi. 54, an. 1,
u wr 55, an. 1 ot 3akona 3a obOmectBerute mnopbuku, JIEUEBHOTO 3ABEJIEHHE-
BB3JIOKHUTEJI uMa mnpaBo Ja NpekpaTd eIHOCTPAHHO HACTOSIIMS JIOTOBOP, 0e3 IHCMEHO
npeau3BecTHe U 0€3 1a AbDKH HEeYCTOHKH.

XIIL. @OPCMAXKOPHH OBCTOATEJICTBA

Ya. 13 (1) CrpanuTe M0 HACTOALIHMA AOTOBOP HE ABDKAT 00e3IIeTeHHE 3a IIOHECEHU BpeIu U 3aryou,
aKo MOCJIETHUTE Ca IPUUMHEHH B Pe3yJITAT Ha HEMIPEoJOIHuMa CHJIA.

(2) Ako cTpanara, KOSTO € CIIeABaJIO Jla U3MIBIHH CBOE 3aIbJDKEHHE II0 IoroBopa e Ouia B 3abapa, T
HE MOJE J1a e I030BaBa Ha HEeMpPeo0IHMa CUIIa.

(3) “Henpeononuma cuiia” o CMHChIA Ha TO3M JIOTOBOP € HENPE/IBUJIEHO W/MJIM HEMPEIOTBPATHMO
cbOUTHE OT U3BBHPENIEH XapaKTep, Bb3HUKHAJIO CJIEN CKIIIOUBAHETO Ha IOTOBOpA.

(4) Crpanara, 3acerHara OT HENpPEOJONUMAa CHJIA, € JUTHXKHA Ja MpealpHeMe BCHYKH JCHCTBHS C
rpukata Ha N0OBp CTOIIAHWH, 3a Ja HaMalH JO0 MHHUMYM IIOHECEHHTE BpeIH W 3aryOM, KakTo W Jia
YBEJIOMH ITHCMEHO ApyraTa cTpaHa B 7-JHEBEH CPOK OT HAcTBIIBAHETO Ha Hempeojoiumara cuia. [1pu
HEyBeJOMsBaHE B TIOCOYEHHS B TIPEJIXOJHOTO H3pPEeUeHHe CPOK ce JB/DKH O00e3lleTeHHe 3a
HACTBIIMIIUTE OT TOBa Bpeau. Hempeononumara cuila ce J0Ka3Ba OT 3acerHarara CTpaHa Che
ceprudukar 3a GopcMaxKop, U3JAJNEH MO ChOTBETHUS PEJ OT KOMIETEHTHHS OpraH B JIbpiKaBarta, B
KOSITO Ca HACTBIIHIIM (POPCMAKOPHHUTE 0OCTOATENCTRA.

(5) Hoxaro Tpae HempeoJonuMaTta CHIa, H3IBIHEHHETO HA 3aABDKCHUSNTA M CBLP3aHUTE C TAX
HACpPeN[HH 3aAB/KEHUS Ce CIHpa.

(6) He mnpexncraBnsBa “HenpeofonMa cuiia” CBOMTHE, NPHYMHEHO II0 HEOPEXHOCT WIM 4pe3
YMMIILJIEHO JICHCTBHE HA HAKOS OT CTPAHUTE WJIM TEXHH IPEJICTABUTENIN W/WIH CIIY)KUTEJIH, KAKTO H
Henoctura Ha mnapuuHd cpeactea Ha HM3ITBJIHUTEJISI u JIEHEBHOTO 3ABEJIEHHUE -

Bb3JIOXKHTEJL

XIV. CITOPOBE



Y.14. (1) Be3aukHanuTte mnpe3 BpeMeTpacHeTo Ha I0TOBOpa CIIOPOBE U PAa3HOTIACHS MEXK/Y CTpaHUTE
ce pelaBaT 4Ype3 MPeroBopH Mexay TaX. llocTurHature NoroBopeHOCTH ce OQOpPMSAT B ITHUCMEHA
¢dbopma U ce npeBpbHLIAT B HEpa3/ieliHa YacT OT JIOTOBOPA.

(2) B cnyuail Ha HenmoOCTHIaHe Ha JIOTOBOPEHOCT 110 MPEAXOIHHS WIEH, BCHUKH CIIOPOBE, MOPOJICHH OT
TO3H JIOTOBOP HJIM OTHACSIIH ce A0 HEro, BKIIOUUTETHO CIIOPOBETE, MOPOJCHH OT HUIIH OTHACSIIH Ce JI0
HETOBOTO TBHJIKYBaHE, HEJICHCTBUTEIHOCT, HEU3MBIIHEHHE WM MpeKkpaTsBaHe 1e ObJaT paspelnaBaHu
criopesl OBIrapcKuTe MaTePHAIHU M IPOIECYaTHH 3aKOHH OT KOMIIETEHTHHS ¢h 1o peaa Ha ITIK.

XV. CbOBIIEHHUA

Ya. 15. (1) Beruku choOIIeHUss MeXIy CTpaHUTE, CBbP3aHH C M3MBJIHEHHETO Ha TO3H JIOrOBOP ca
BaJIMJIHH, aKO ca HallpaBeHHU B MHcMeHa (JopMa H ca IMOAIHCaHH OT YI'BJIHOMOUICHHTE IPeICTaBUTEH
Ha U3ITBJIHUTEJIA wim JIEYEBHOTO 3ABEJIEHHUE — BH3JIOKHUTEJL

(2) 3a naTa Ha CHOOIIEHHETO CE CMATA:

v JlaTata Ha IpefaBaHeTo — IIPHU PLYHO NpejaBaie Ha ChOOIEHHETO;
v JlaTata Ha NOILIEHCKOTO KiIedMo Ha oOpaTHaTa pa3nmucka — MPH H3MNpaliaHe 1o MmolaTa;
v Jlatata Ha MpUeMaHeTo — NMPHW u3Mnpaiade no $axc wim e-mail.

(3) 3a BanuOHM aApecH 3a IpHeMaHe Ha CHOOIIEHMS W OAHKOBH CMETKH, CBBP3aHH C HACTOSIIHS
JIOTOBOP C€ CMSTAT:
3A U3IIBJIHUTEJIA:
rp.Codhmsa
xk.Mnagocrt 1, 6n. 386
1en.02/74 37 09
en.agpec:lvailo.ganev@medochemie.com
BankoBa cmeTka:
IBAN: BGO5SUNCR70001523780090
BIC: UNCRBGSF

3A JIEHEGHOTO 3ABEJJEHUE- Bb3JIOKHUTEJL:

(4) [Ipu npomsiHa Ha mocouyeHus 1o ai. 3 ajapec uiau HaHKOBa CMETKa CHOTBETHATA CTpaHa € JIBKHA
Jla YBEJIOMHU JIpyrara B TPUIHEBEH CPOK OT IpOMSHATA.

XVL JIPYI'! YCJIOBUs

Ya. 16. (1) IlpaBata M 3aAbDKEHHMATA IO HACTOSILUS [JOTOBOP HE MOraT Ja €€ IPeXBLPIAT
€IHOCTPaHHO Ha TpPeTH JHIa W MOoJOOHH aKTOBe HE MOpaXJaT IpaBHO JeicTBHe 0e3 MHCMEHOTO
chIJlacHe Ha JIpyrara cTpaHa, OCBeH B cliydauTe Ha obe3reyapaHe (rapaHTHpaHe) Ha 3a/bJDKEHHS 110
OaHKOBH KPEJIHTH.
(2) 3a HeypeneHHWTE BBIPOCH B HACTOSIIHMS [OrOBOp C€ IIpuiara JeHcTBamoTo OBarapcko
3aKOHO/IATEeJICTRO.

XVIL NOAU3ITBJIHUTEJIHN
(MPUIOAHCUMO CAMO 6 CLydaume, 8 Koumo u3OPanus 3a UsNbIHUMENL YHACMHUK € NOCOYUI, YE e
RON36a NOOU3NBLIHUMENU, NPU CKTIOYEANHE HA PAMKOBOMO CHOPA3YMEHUE)



Ya. 17. (1) HOAUSIIBJIHUTEJMNTE T1psadba na oTroBapsAT Ha ChOTBETHUTE KPUTEPUH 3a 1MOJ00D
chOOpa3HO BU/IA | JIea OT OpPbYKaTa, KOWTO Ie U3MBIHSABAT, H 32 TSX Jia He ca HaJIIe OCHOBaHHUS 32
OTCTpaHsBaHE OT IPOLeIypaTa.

(2) JJEYEBHOTO 3ABEJAEHHUE — Bb3JIOKHUTEJI uzucksa 3amsHa Ha [IOAU3ITBJIHUTEJL,
KOHTO HE OTroBaps Ha yCJIOBUATA 110 ail. 1.

(3) Koraro yactra ot nopwukara, koaro ce u3nbeiaHgea or INOJAUSITBJIHUTEJ, moxe na Obue
npenanena karo otnenen obext Ha USITBJHUTEJIA wm wa JEUEBHOTO 3ABEJIEHHME -
BB3JIOKUTEJL, nocnennus 3amiama Bp3Harpaxaenue 3a tazu yact Ha HOAU3ITbJIHUTEJIS.
(4) Pazmnamanusta 1no an. 3 ce OChUIECTBABAT Bb3 OCHOBA HAa MCKaHE, OTIPABEHO OT
NOAMBIBJHUTEA 1m0 JIEYEBHOTO 3ABEAEHHUE - BbB3JIOXHUTEJ upes
M3ITBJIHUTEJISA, xoitfTo € MIBXKEH Ja TO MPENOCTaBH Ha BB3MOXKHUTENS B 15-IHEBEH CpPOK OT
[0JTy9aBaHETO MY.

(5) KoM uckanero no ain. 3 U3ITBJIHUTEJIAT npenocrags ctaHOBHINE, OT KOETO Jia € BUJIHO JJAIH
OCTOpBA IUIAIAHUATA HIIH YaCT OT TAX KAaTO HEJIBDKHMH.

(6) IEYEBHOTO 3ABEJAEHHE — BB3JIOKUTEJI uMa npaBo 1a OTKaXe IUIallaHe Mo ail. 3,
KOraTo HCKaHETO 3a IUIAlllaHe € OCTIOPEHO, 0 MOMEHTA Ha OTCTpaHIBaHE HA IIPUYHHATA 3a OTKa3a.

(7) HesaBucumo ot m3momBaneto Ha [IOJIM3IIBJIHUTEJIM oTroBopHOCTTA 3a H3MBIHEHHE HA
norosopa ¢ Ha U3ITBJIHUTEJISA.

XVIII 3AKJTIOYUTEJIHHU PA3ITIOPEABH

Y. 18. (1) Ilpu cheTaBAsHETO HA HACTOSIIMA JIOTOBOP €€ NPEJCTABHXA CIIEJHUTE JJOKYMEHTH:
v HoxymenTu no wi. 112 ot 30I1;

v Jlexmapanus no wi. 55, an. 6 ot 3JIIIXM (korato € mpHIIoKHMO);

v I"apanius 3a U3NbIHCHHUE;

v Texnuuecko u I_[ IOBO NpeJIo’KeHHe, Hepa3eliHa yacT OT J0T0BOpa;




Cneuundurauma

no Pamyoso cnopasymedue Ne Pf-11-163

Menodapma ECO/J]

AHATOMO
TepanesT Me HApoHO %
P AYHAROA Hauuu Ha Heobxopum bpon | Ep ueHa 3a egunnia En ueHa 33 eguHuLa
MYeH Ko/, HENATEHTHO S Msapka 3abenexuka o MADHa 088 [IC KNG
K .
JATC- | nawmenosanue [INN/ P B 4 p
koa/
AO3BBO1 |Butylscopalamine napeHTepanta mg 600000 0.0340%6 0.0409152
AO3FAD1 [Metgcidpramide napeHrepanHa mg Selution for injection 200000 0.057048 0.0684576
OB CTOAHOCT 31867.2 38240.64|
laparuwmn 7N 956.016

Wanbauuten:




